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DETAILED ACTION 

Claims 1-9 are pending and under examination. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-9 are rejected under 35 U.S.C. 102(b) as being anticipated by Kai et al. 
(US 2002/0061338). 

Kai et al. disclose a solid preparation for dialysis and methods of preparing a 
double preparation type sodium bicarbonate solid preparation (Abstract and claims 1-9). 
The first composition has core particles including sodium chloride and a coating layer 
of one or more electrolytes and the second composition comprises a sugar and an acid 
(Abstract). The first composition with the core particles of sodium chloride coated with 
an electrolyte such as calcium chloride has an average particle diameter of the 
granules is 300 to 1700 microns and is mixed with the second composition (claims 1 
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and 6). The specification discloses a limited list of acids including acetic acid, 
hydrochloric acid, lactic acid, citric acid and oxalic acid and the like ([0034]). Thus a 
single composition comprising core particles coated with an electrolyte and an acid is 
disclosed. Kai et al. disclose a sodium bicarbonate solid preparation in combination with 
the composition of claim 1 (claim 7) which anticipates instant claims 1-3, 6 and 7 
because the acid can be hydrochloric or lactic or citric or oxalic acid. Since the 
ingredients are exactly the same as instantly claimed then a plurality of them would 
inherently be bound together and the organic acid would be uniformly distributed within 
the particles. 

Kai et al. disclose two different methods of making the solid preparation. In the 
first method (claim 8) Kai et al. disclose spraying an aqueous solution of electrolyte 
containing, for example, magnesium chloride, unto core particles of sodium chloride and 
then drying and a second step of spraying core particles of a sugar to obtain a second 
composition and a third step of mixing the first and second composition with an acid to 
obtain a solid preparation. 

Kai et al. disclose a second method in claim 9 the difference being that the first 
composition is mixed with an acid first and then mixed with the second composition 
comprising the sugar to obtain a solid preparation for dialysis. These method steps 
anticipate instant claims 4, 5, 8 and 9 because Kai et al. disclose in the specification 
that the acid can be solid citric acid, which by the nature of it being a solid, will also be a 
particle ([0034]). It is the Examiner's position that since the materials are the same and 
the method steps of spraying and drying are the same as instantly claimed then the 
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method of Kai et al. inherently granulates the material. Evidence of granulation is 
provided in claim 6. 



Claim Rejections - 35 USC § 102 

Claims 1-3, 6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kaietal. (US 6,464,977). 

Kai et al. disclose a sodium bicarbonate solid preparation for dialysis comprising 
the solid preparation of claim 1 and a solid preparation containing sodium bicarbonate 
(claim 4). In claim 1 , Kai et al. disclose a solid preparation of comprising a mixture of 
core particles of sodium chloride coated with one or more electrolytes such as 
magnesium chloride and particles of a second composition and an acid (claim 1). The 
acid can be acetic acid, hydrochloric acid, lactic acid, or citric acid or oxalic acid (claim 2 
and column 5, lines 20-27). The granulated particle size is 300 to 1700 microns (claim 
3). Since the ingredients are exactly the same as instantly claimed then a plurality of 
them would inherently be bound together and the organic acid would be uniformly 
distributed within the particles. Therefore, the Examiner concludes that instant claims 1- 
3, 6 and 7 are anticipated by Kai et al. 



Application/Control Number: 10/594,613 
Art Unit: 1616 



Page 5 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kai 

et al. (US 2002/0061338) in view of Kuzuya et al. (US 5,858,645). 

Applicant claims a solid pharmaceutical preparation for dialysis. 

Determination of the scope and content of the prior art 
(MPEP 2141.01) 

The reference of Kai et al. is discussed in detail above and that discussion is 
hereby incorporated by reference. 
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Kuzuya et al. teach organic acids such as lactic acid, gluconic acid, pyruvic acid 
(claim 2); oxaloacetic acid, maleic acid, malic acid, tartaric acid (claim 4) and citric acid 
(claim 6). 

Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

1 . The difference between the instant application and Kai et al. is that Kai et al. 
do not expressly teach tartaric, maleic, ascorbic, oxoaloacetic, gluconic, isocitric, malic 
and pyruvic acid in the composition for dialysis. This deficiency in Kai et al. is cured by 
the teachings of Kuzuya et al. 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add tartaric, maleic, ascorbic, oxoaloacetic, gluconic, 
isocitric, malic and pyruvic acid, as suggested by Kuzuya et al., to the composition of 
Kai et al. and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because Kai 
et al. suggest other acids and Kai et al. teach that these are known organic acids. 
Furthermore, isocitrate is a homolog of citric acid and would be expected to have the 
similar properties of citric acid in the absence of evidence to the contrary. 



Application/Control Number: 10/594,613 Page 7 

Art Unit: 1616 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Ernst V Arnold/ 
Examiner, Art Unit 1616 



